
ARL 


ANALYTICAL RESEARCH LABORATORIES 

840 RESEARCH PARKWAY, SUITE 546 
OKLAHOMA CITY, OK 73 1 04 
PHONE (405) 271-1 144 
FAX (405) 271-1174 


Work Order 


ARL Number: 
Description: 
Client: 
Lot #: 
Date Received: 
FO Number: 
Entered By: 
Special Pricing: 


186728-01 GMP: No Priority: 

Potassium Chloride for Injection Concentrate, USP (2mEq/ml) 

New England Compounding Center-MA / Framingham, MA 
0906201 2@89 

9/10/12 10:42 Storage: Sample Cabinet 

Matrix: Drug 

Todd Lynch Container: One 30 mL amber vial 

Sterility 


Normal 


Login and Sample Data 


Test Data 


Test 

Bacterial ID (per identified organism) 

Bacterial ID (per identified organism) 
Isolation, subculture &. handling fees 
Sterility 

Sterility 


Method 


DNA Analysis 

mbiTis - " 


USP 71 


Analyst Date To Begin Date Tested Due Date 


Outsource -Microch 09/10/2012 10/16/2012 10/26/2012 

Administration 09/10/2012 09/24/2012 10/26/2012 


Microhiology 09/10/2012 09/10/2012 09/13/2012 


12/19/2012 3:06 
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ARL 


ANALYTICAL RESEARCH LABORATORIES 

840 RESEARCH PARKWAY, SUITE 546 
OKI AHOMA CITY, OK 73104 
PHONE (405) 271-114 4 
FAX (405) 271-1 L 74 


Work Order 


Condition of Sample; Ambient 20°C to 25°C (68°F to 77°F) 

Sample Description (size, no. of portions): 


□ 

Sample 

1 86728-01 

Note 

Test Group Note; (Do Not Use this for ATPV kits) 

User 

Date 

□ 

186728-01 

At 1 4 days a film was observed in the TSB growth 
medium. An aliquot was plated onto TSA for 
investigation on 9/24/12. 

Tiffany Hyde 

09/24/2012 10:36 

□ 

186728-01 

Annette Robinson was notified of observed 
growth/film and subsequent plating of sample 

Ben Wronowski 

09/24/2012 14:29 

□ 

186728-01 

Isolation of bacterial colonies confirmed microbial 
contamination of sterility test. Proceeding with OOS 
investigation. 

Tiffany Hyde 

09/25/2012 10:24 

□ 

186728-01 

Sterility test contamination was isolated and gram 
stained, the result was gram positive cocci. 
Environmental Isolates from the date of the test 
consisted of 4 gram positive cocci and 4 gram positive 
rods. 

Tiffany Hyde 

09/26/2012 15:40 

□ 

186728-01 

Remaining sample is being set up to confirm result of 
sterility test. Original result is being tnvailidated due 
to a high probability of environmental isolates 
matching sample isolate. Result of sterilty test is being 
confirmed by a retest of remaining product. 

Tiffany Hyde 

10/02/2012 14:40 

□ 

1 86728-0 1 

Added Bacterial ID per email from Tiffany (10/5/26 1 2 

1 1:42am). **Upon results, give to Edna to issue 
MANUAL INVOICE** 

Jennifer Greenlee 

10/05/2012 15:47 

□ 

186728-01 

Isolation, subculture Sl handling fees Test Note; To be 
charged per identified organism 

Jennifer Greenlee 

10/05/2012 15:49 

□ 

186728-01 

Bacterial ID (per identified organism) Test Note: TAT 
is 10 business days unless otherwise notified 

Jennifer Greenlee 

10/05/2012 15:49 

□ 

186728-01 

Changed due date for outsourcing. Sample was 
outsourced to Microcheck for Bacterial ID on 
10/15/2012 

Tiffany Hyde 

10/16/2012 10:26 

□ 

186728-01 

Sterility test result can be invalidated due to a high 
probablity of laboratory error. The sample 

Tiffany Hyde 

10/24/2012 11:54 


contaminant id and environmental isolate id were a 
match. However, due to an ongoing external 
investigation, client will not be contacted and the 
sample will not be retested. 
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